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DETAILED ACTION 

1 . The examiner acknowledges receipt of request for extension of time, remarks and request 
for reconsideration and declaration under 37 CFR 1.132 by Dr. Michael T. Milbocker, all filed 
12/08/2010. No claim is amended. Claims 1, 7-11 and 51-53 are pending. 



Claim Rejections - 35 USC § 102/103 



2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

3. Claims 1,7-11 and 51-53 remain rejected under 35 U.S.C. 102(b) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Wood (US 4,241,537) for reasons of 
record and reiterated herein below. 

4. Claim 1 incorporates the limitations of claims 2 (for trifunctional polyol), 6 
(polyisocyanate is selected from toluene diisocyante and isophorone diisocyanate), and claim 10. 
Claim 1 also recites molecular weight of the alkylene oxide polymers. Part of the limitation of 
claim 9 was recaptured in previously presented claim 53. 

5. Wood discloses a composition comprising isocyanate terminated polyurethane 
prepolymer (abstract; column 2, lines 61-65) that comprises at least three functional groups 
(column 5, lines 37-40); the mixture forms a gel (column 5, lines 10 and 1 1); the polymer 
contains ethylene oxide (EO) units and propylene oxide (PO) units with specific requirement that 
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the PO unit be present at less than 50% (column 6, lines 37-39); preferably the hydrophobic PO 
is at about 30% and the EO is greater that about 70% preferably (column 7, lines 27, 28, 35-37); 
the isocyanates are present as toluene-2,4-diisocyanate and toluene-2,6-diisocyanate at a ratio of 
80:20 (column 8, lines 15, 16; column 10, lines 57 and 58); isophorone diisocyanate is also 
present or employed (column 8, line 56); the polymer formed between PO and EO in the 
presence of the isocyanates is block, random or both (column 7, line 15). The ratio of the EO to 
PO, the number of functionalities of at least 3 as stated above, the amount of water which is 
present at 50-95% (column 3, lines 39-41) meet the limitations of claims 1 and 51. Toluene-2,6- 
diisocyanate meets claims 7, 11; isophorone diisocyanate meets claims 8, 10 and 11; isocyanates 
present as toluene-2,4-diisocyanate and toluene-2,6-diisocyanate at a ratio of 80:20 as described 
above meet claim 9. The concentration of the isocyanate is low (column 6, lines 6-14) resulting 
in minimal free isocyanate. Wood contemplates copolymerizing EO with PO in the presence of 
polyols such as trimethylolpropane (column 7, lines 55-58). The silence of Wood on the 
presence of free isocyanate in the composition indicates composition that is free of the NCO or 
minimal amount present since the starting amount is low at 2 meq/g and claim 53 is thus met. 
Wood does not add catalyst to the composition so that the presence of low molecular weight 
polyisocyanate meets claim 52 since the functionality is at least 3. Wood teaches that the 
number average molecular weight of the pre-polymer is at least 3000 (column 5, lines 51-53), 
which intersects points within the recited range meeting the molecular weight requirement. 
Therefore, Wood anticipates the claims. In the alternate, the silence of Wood on the presence of 
free isocyanate in the composition indicates the composition is free of NCO or is present in 
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minimal amounts. Therefore, taking the general teaching of the reference, it would be prima 
facie obvious that the amount of the isocyanate remaining is very minimal. 

Response to Arguments 

6. Applicant's arguments filed 12/08/2010 have been fully considered but they are not 
persuasive. 

7. Applicant argues that the product formed in Wood contains ether linkages at the 
trimethylolpropane core and that the structure on column 6, lines 45-60 confirms that the 
trimethylolpropane is bonded to the three copolyol via ether linkages and not urethane linkages. 

8. Response : The examiner disagrees because the goal of Wood is to form polyurethane 
hydrogel (see the title; column 2, lines 61-65). Furthermore the structure in column 6, lines 45- 
60 contains urethane linkages and not ether linkages. The instant claim is a broad copolymer 
polyol that is formed from "a reaction between a polyethylene/polypropylene oxide diol of 
between 800 and 5,000 MW, trimethylolpropane, and the low molecular weight polyisocyanate, 
and wherein at least 1% of said composition by weight, but not more than 5% of said 
composition by weight, comprises the low molecular weight polyisocyanate as a free 
polyisocyanate; and wherein on average in the composition, 10% to 30% of the monomers of 
said block copolymer polyol are derived from propylene oxide monomers, and the rest of the 
monomers are ethylene oxide derived monomers; characterized in that after polymerization, 
upon exposure to tissue or water, the adhesive composition forms a hydrogel comprising, after 
equilibration with water or aqueous fluids, greater than 50% water by volume; and 

wherein the composition polymerizes in situ upon exposure to water and application to tissue, 
without requiring the addition of a catalyst." These are the same components in wood. 
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9. Applicant has represented the structure of Wood as shown in the left structure below as 
being from column 6, lines 23-30 stating that the examiner referred to that structure; applicant 
also represented the structure that can be derived from claim 1 by the structure on the right 
below: 



S 




polyether core 



However, the structure designated by applicant to be the structure of Wood is the prepolymer 
from which the polyurethane is formed with diisocyanate as found in column 6, lines 45-62, 
which was the structure examiner referred. Further, it is respectfully noted that the polyether 
applicant refers is the prepolymer that is derived from glycerol such that the reaction of that 
prepolymer with the diisocyanate would necessarily form the polyurethane shown below and 
different from that represented by applicant above where the polyol is trimethylolpropane 
(structure on right above): 
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Product derived from trifiuiction polyol and diisocyanate 
column 6. lines 41-62 of Wood 



But, when trimethylolpropane (see column 7, line 58 of Wood) is chain extended with EO or PO 
or EO/PO copolymer and reacted with diisocyanate, the polyurethane of applicant would also be 
expected to form. 

Further, Wood did not call its prepolymer the core of the urethane and the claims have not 
recited trimethylolpropane core bonded to urethane linkages. Therefore, applicant's argument 
that the core of Wood differs from the core of the claimed hydrogel is not persuasive — Wood 
contemplates extending the chain of trimethylolpropane with EO/PO copolymer and reacting that 
with the diisocyanate just as the claims. 

10. With respect to section 1 1 of the office action of 06/08/2010, applicant disagrees with the 
office actions response to applicant's arguments of 05/04/2010 in that applicant strongly believes 
that a two step process is not needed to arrive at the trimethylolpropane -urethane core as per the 
declaration by Dr. Milbocker. 
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11. Response: Claim 1, though a product by process claim is not a process claim and thus, 
applicant's argument of a two process in Wood is not persuasive. 

12. Product-by-process claims are not limited to the manipulations of the recited steps, only 
the structure implied by the steps and "[E]ven though product-by-process claims are limited by 
and defined by the process, determination of patentability is based on the product itself. The 
patentability of a product does not depend on its method of production. If the product in the 
product-by-process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." In re Thorpe, 777 
F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1 985). Applicant's attempt to use a prepolymer 
derived from glycerol to say that the product obtained differs from the claimed product is not 
persuasive since applicant has not used the trimethylolpropane that Wood desires to use in 
another embodiment to show that the polyurethane formed from the trimethylolpropane and 
EO/PO copolymer and diisocyanate is different from the product of the claims that is derived 
from trimethylolpropane, EO/PO copolymer and diisocyanate. 

13. With respect to section 13 of the office action of 06/08/2010, applicant argues that the 
office action failed to account for the product by process limitation that was added by the 
amendment of 12/10/2008 to claim 1 and that the core in Wood is an ether while the core in the 
claimed product is a urethane. 

14. Response : The examiner disagrees with the applicant that the office action ignored the 
product by process limitation because the office action specifically stated that "Wood 
contemplates copolymerizing EO with PO in the presence of polyols such as trimethylolpropane. 
Furthermore, the claim 1 does not say that the polyurethane is in the core. A review of the 
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specification as filed does not describe the polyurethane linkage as being in a core and the word 
core cannot be located in the as filed specification. 

15. Applicant's argument with respect to product by process limitation in the claims is not 
persuasive because, product-by-process claims are not limited to the manipulations of the recited 
steps, only the structure implied by the steps and "[E]ven though product-by-process claims are 
limited by and defined by the process, determination of patentability is based on the product 
itself. The patentability of a product does not depend on its method of production. If the product 
in the product-by-process claim is the same as or obvious from a product of the prior art, the 
claim is unpatentable even though the prior product was made by a different process." In re 
Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). Applicant's attempt to use a 
prepolymer derived from glycerol to say that the product obtained differs from the claimed 
product is not persuasive since applicant has not used the trimethylolpropane that Wood desires 
to use in another embodiment to show that the polyurethane formed from the trimethylolpropane 
and EO/PO copolymer and diisocyanate is different from the product of the claims that is derived 
from trimethylolpropane, EO/PO copolymer and diisocyanate. 

16. The examiner has reconsidered the claims, the art and applicant's arguments and finds 
applicant's arguments unpersuasive — the claims are anticipated or in the alternate rendered 
obvious by Wood. 



Declaration under 37 CFR 1.132 by Dr. Michael T. Milbocker 
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17. In paragraphs 6-11 of the declaration, Dr. Milbocker argues that because Wood uses a 
two step synthesis of polyurethane, the urethane linkage is not in the core while the urethane 
linkage is in the core as is expected for the claimed product that is formed in a one step/one port 
synthesis in the claimed product. 

1 8 . Response : The declaration under 37 CFR 1 . 1 32 filed 1 2/08/20 1 0 is insufficient to 
overcome the rejection of claims 1, 7-11 and 51-53 based upon 35 U.S.C. 102(b) as anticipated 
by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Wood (US 4,241,537) as set 
forth in the last Office action because: the declaration is not commensurate with the scope of the 
claims that do not recite that the urethane linkage is in the core of the polymer composition. 
While the claims are directed to product by process claims, the claims are not strict process 
claims, while the claims do not recite that the urethane linkage in the polymer is in the core, the 
expert opinion of the declarant does not take the place of factual showing that the structure of the 
Wood polyurethane is different from the structure of the polymer of the claims. 

19. With respect to paragraph 12 of the declaration, the expert opinion that the polyurethane 
in Wood is at the terminus of each branch emanating from the core since Wood forms a 
polyether core before adding the isocyanate and that this process would not result in 
polyurethanes at the core. 

20. Response : The presence of polyurethane in the core is not commensurate with the scope 
of the claimed composition where the claim does not recite a core and the presence of urethane 
in a core. Further, expert opinion in the declaration does not take the place of factually showing 
that reaction between EO/PO and trimethylolpropane and isocyanate results in a polyurethane 
polymer in which the urethane linkages are in the core while reacting EO/PO copolymer with 
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trimethylolpropane and further adding isocyanate to that reaction mixture produces a 
polyurethane polymer in which the urethane linkages are on the terminus of each branch 
"emanating from the core." 

21. No claim is allowed. 

22. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

23. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BLESSING M. FUBARA whose telephone number is (571)272- 
0594. The examiner can normally be reached on Monday to Thursday from 7 a.m. to 5:30 p.m. 

24. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Y. Kwon can be reached on (571) 272-0581. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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25. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Blessing M. Fubara/ 

Primary Examiner, Art Unit 1618 



